We performed a single blind controlled multicenter study in which we compared the efficacy and safety of 100 mg of doxycycline versus those of 1 g (3 x 106 IU) of spiramycin given orally twice daily for 14 days in the treatment of culture-positive Chlamydia trachomatis genitourinary tract infections. A total of 367 patients were enrolled in the study, and 364 patients were evaluable for safety and 265 patients were evaluable for efficacy. The cure rate between treatment groups was not statistically significant, being 98% (125 of 128 patients) in the spiramycin group and 100%o (133 of 133 patients) in the doxycycline group. Female patients who received spiramycin were more likely to report dysethesias that resolved after the completion of therapy. The results of the study show that spiramycin is an effective drug for the treatment of C. trachomatis infection and warrants further assessment over a shorter treatment period (7 days) and during pregnancy.
Chlamydia trachomatis is a frequent cause of sexually transmitted disease and is associated with significant morbidity in women and neonates. The antibiotic of choice for the treatment of C trachomatis infections is a tetracycline, with macrolides reserved for second-line treatment or during pregnancy (5) . The success rate in eradicating genital tract infections with tetracyclines given for at least 7 days is greater than 90% (5) . Spiramycin is a macrolide antibiotic with a range of MICs for C. trachomatis of 0.025 to 2.0 ,ug/ml (4) . The drug is concentrated intracellularly (2) and has been used extensively in Europe for the treatment of toxoplasmosis during pregnancy (1) . The purpose of the present study was to compare the efficacy and safety of spiramycin with those of doxycycline for the treatment of culture-proven C. trachomatis genital infections.
Patients of either sex over the age of 18 years were asked to participate in a single blind controlled multicenter study comparing oral doxycycline, 100 mg, versus spiramycin, 1 g (3 x 106 IU) given twice daily for 14 days. For patients to be eligible for entry into the study, they had to have a positive rapid detection test result for C. trachomatis at the infection site (endocervix or urethra) with subsequent confirmation by cell culture techniques. Patients were excluded from the study if they had concomitant infections, recent antibiotic therapy, complicated genitourinary tract infections such as prostatitis or salpingitis, drug hypersensitivity, or significant hepatic or renal impairment.
Women of childbearing age were required to use a recognized contraceptive method during the study. All patients were asked to refrain from sexual activity until the first posttreatment follow-up visit and to use condoms until the end of the study. They were asked to avoid antacids in order not to reduce the absorption rate of doxycycline.
At the initial visit, the medical history was obtained and a physical examination was performed. Samples were taken for Chlamydia antigen detection and culture, and blood and urine specimens were taken for hematology, biochemistry, * Corresponding author. syphilis serology, and urinalysis. Patients could be entered into the study pending the Chlamydia culture result if they had a positive rapid antigen test result. Capsules and packaging were identical in appearance and were supplied in blister packs. Patients randomized to receive spiramycin were told to take their capsules 1 h before a meal, and those taking doxycycline were told to take them immediately after a meal. Other than these instructions patients were unaware of which treatment regimen they were on. Patients were asked to return 1 to 4 days after the completion of therapy, at which time they were questioned about adverse events and a medication count was performed. Examination was performed, and if signs or symptoms of infection persisted, the Chlamydia culture was repeated. The blood and urine tests were also repeated. A final visit was required at 14 to 28 days posttherapy, during which all patients were required to provide a sample for a test-of-cure Chlamydia culture. Data were submitted to the appropriate statistical analysis, and type I error was set at 5% (P < 0.05).
A total of 367 patients were enrolled in the study, and 265 (93 males, 172 females) were evaluated for efficacy. The most common reason for exclusion from the efficacy evaluation was a negative pretreatment C. trachomatis infections can be successfully treated with a 7-day course of doxycycline, tetracycline, ofloxacin, or erythromycin (5) . A single-dose treatment with 1 g of azithromycin is also effective therapy. Only erythromycin is recommended for the treatment of C. trachomatis infections during pregnancy. Spiramycin can be used during pregnancy and has now been shown to be an effective antichlamydial agent. Further studies with spiramycin should be performed by using a shorter treatment period (7 days), and there should be an evaluation of spiramycin as treatment for C. trachomatis infections during pregnancy.
